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CONCLUSION ON PESTICIDE PEER REVIEW 
Conclusion on the peer review of the pesticide risk assessment of 
confirmatory data submitted for the active substance lenacil
1 
European Food Safety Authority
2 
European Food Safety Authority (EFSA), Parma, Italy 
ABSTRACT 
The conclusions of the European Food Safety Authority (EFSA) following the peer review of  an initial risk 
assessment carried out by the competent authority of the rapporteur Member State  Belgium, relating to the 
pesticide  active  substance  lenacil  are  reported.  The  context  of  the  peer  review  was  that  requested  by  the 
European  Commission  following  the  submission  and  evaluation  of  confirmatory  environmental  fate  and 
behaviour data and an associated argumentation on the potential for effects / relevance of possible groundwater 
metabolites. The conclusions were reached on the basis of the evaluation of the representative uses of lenacil as a 
herbicide on sugar beet and fodder beet for the control of grass and broad-leaved weeds. The reliable endpoints 
concluded as being appropriate for use in regulatory risk assessment, derived from the available studies and 
literature in the dossier peer reviewed, are presented. The concern was identified, that the assessment of the 
relevance of potential groundwater metabolites, present in the leachate of relevant lysimeter studies, could not be 
finalised with the available information. 
© European Food Safety Authority, 2013 
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SUMMARY 
Lenacil  was  included  in  Annex  I  to  Directive  91/414/EEC  on  1  January  2009  by  Commission 
Directive 2008/69/EC, without having undergone a peer review organised by EFSA. However, after 
the EU peer review had taken place and taking into account the EFSA conclusions on that EU peer 
review, the conditions for inclusion of lenacil were amended by Commission Directive 2010/39/EU of 
22 June 2010 and lenacil has been deemed to be approved under Regulation (EC) No 1107/2009, in 
accordance  with  Commission  Implementing  Regulation  (EU)  No  540/2011,  as  amended  by 
Commission Implementing Regulation (EU) No 541/2011.  It was a specific provision of the approval 
that  the  notifier  was  required  to  submit  to  the  European  Commission  further  information  on  the 
identity and characterisation of soil metabolites Polar B and Polars and metabolites M1, M2 and M3 
which occurred in lysimeter studies and confirmatory data on rotational crops, including possible 
phytotoxic effects by 30 June 2012. 
In accordance with the specific provision, the notifier, Schirm GmbH, submitted an updated fate and 
behaviour dossier in June 2012, which was evaluated by the designated RMS, Belgium, in the form of 
an Addendum to the Draft Assessment Report B8 section.  It was agreed at the Standing Committee on 
the Food Chain and Animal Health of November 2012 that the assessment of the confirmatory data for 
residues could be postponed and the final residues study report was received in February 2013, and 
consequently evaluated by the RMS in the form of an Addendum to the Draft Assessment Report B7 
section. 
In compliance with the Guidance Document SANCO 5634/2009 rev.4.5, the RMS distributed the fate 
and behaviour Addendum to Member States, the notifier and the EFSA for comments on 21 December 
2012.  The RMS collated all comments on this addendum in the format of a Reporting Table, which 
was submitted to the European Commission in March 2013. The residues Addendum was distributed 
to Member States, the notifier and the EFSA for comments on 25 March 2013.  The RMS collated all 
residues  comments  in  the  format  of  a  Reporting  Table,  which  was  submitted  to  the  European 
Commission in May 2013. 
Following consideration of the comments received, the European Commission requested the EFSA to 
deliver its conclusions on the RMS‟s evaluation of the confirmatory data submitted in relation to the 
information contained within the environmental fate and behaviour addendum.   
Whilst  three  metabolites  in  lysimeter  leachate  (that  had  annual  average  concentrations  above  the 
parametric drinking water limit of 0.1 µg/L) were characterised by liquid chromatography as polar, 
they were not identified and consequently their relevance could not be addressed. This leads to the 
concern  that  the  assessment  for the  relevance  of  potential  groundwater  metabolites,  could  not  be 
finalised with the available information. 
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BACKGROUND 
Lenacil  was  included  in  Annex  I  to  Directive  91/414/EEC  on  1  January  2009  by  Commission 
Directive 2008/69/EC
3, without having undergone a peer review organised by EFSA. However, after 
the EU peer review had taken place and taking into account the EFSA conclusions on that EU peer 
review (EFSA, 2009), the conditions for inclusion of lenacil were amended by Commission Directive 
2010/39/EU
4 of 22 June 2010 and lenacil has been deemed to be approved under Regulation (EC) No 
1107/2009
5,  in  accordance  with  Commission  Implementing  Regulation  (EU)  No  540/2011
6,  as 
amended by Commission Implementing Regulation (EU) No 541/2011
7.  It was a specific provision of 
the approval that the notifier was required to submit to the European Commission further information 
on the identity and characterisation of soil metabolites Polar B and Polars and metabolites M1, M2 and 
M3 which occurred in lysimeter studies and confirmatory data on rotational crops, including possible 
phytotoxic effects by 30 June 2012. 
In accordance with the specific provision,  the notifier, Schirm GmbH, submitted an updated dossier 
that addressed the issues on soil and lysimeter metabolites  in June 2012, which was evaluated by the 
designated RMS,  Belgium, in the form of an Addendum  to  the  Draft Assessment Report B8 
environmental fate and behaviour section (Belgium, 2012).  It was agreed at the Standing Committee 
on the Food Chain and Animal Health of November 2012 that the assessment of the confirmatory data 
for residues could be postponed and the final residues study report was received in February 2013, and 
consequently evaluated by the RMS in the form of an Addendum to the Draft Assessment Report B7 
section (Belgium, 2013). 
In compliance with  the  Guidance Document  SANCO 5634/2009 rev.4.5  (European Commission, 
2011), the RMS distributed the fate and behaviour Addendum to Member States, the notifier and the 
EFSA for comments on 21 December 2012.  The RMS collated all the comments on this addendum in 
the format of a Reporting Table, which was submitted to the  European Commission in March 2013. 
The residues Addendum was distributed to Member States, the notifier and the EFSA for comments on 
25 March 2013.  The RMS collated all residues comments in the format of a Reporting Table, which 
was submitted to the European Commission in May 2013. 
Following consideration of the comments received, the European Commission requested the EFSA to 
deliver its conclusions on the RMS‟s evaluation of the confirmatory data submitted in the Addendum 
to the Draft Assessment Report B8 environmental fate and behaviour section. 
A final consultation on the conclusions arising from the peer review took place with Member States 
via a written procedure in August – September 2013. 
The conclusions laid down in this report were reached on the basis of the peer review of the RMS‟s 
evaluation of the confirmatory data submitted.  A key supporting document to this conclusion is the 
                                                       
3  Commission  Directive  2008/69/EC  of  1  July  2008  amending  Council  Directive  91/414/EEC  to  include  clofentezine, 
dicamba, difenoconazole, diflubenzuron, imazaquin, lenacil, oxadiazon, picloram and pyriproxyfen as active substances. OJ 
No L 172, 2.7.2008, p. 9-14. 
4 Commission Directive 2010/39/EU of 22 June 2010 amending Annex I to Council Directive 91/414/EEC as regards the 
specific  provisions  relating  to  the  active  substances  clofentezine,  diflubenzuron,  lenacil,  oxadiazon,  picloram  and 
pyriproxyfen . OJ No L 156, 23.6.2010, p. 7-11. 
5 Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 concerning the placing 
of plant protection products on the market and repealing Council Directives 79/117/EEC and 91/414/EEC. OJ No L 309, 
24.11.2009, p. 1-50. 
6 Commission Implementing Regulation (EU) No 540/2011 of 25 May 2011 implementing Regulation (EC) No 1107/2009 of 
the European Parliament and of the Council as regards the list of approved active substances. OJ L 153, 11.6.2011, p.1-186. 
7 Commission Implementing Regulation (EU) No 541/2011 of 1 June 2011 amending Implementing Regulation (EU) No 
540/2011 implementing Regulation (EC) No 1107/2009 of the European Parliament and of the Council as regards the list of 
approved active substances. OJ L 153, 11.6.2011, p.187-188. Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
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Peer Review Report, which is a compilation of the documentation developed to evaluate and address 
all issues raised in the peer review, from the compilation of comments in the Reporting Table to the 
conclusion.  The Peer Review Report (EFSA, 2013) comprises the following documents: 
•  the Reporting Tables (residues and environmental fate and behaviour),  
•  the comments received on the draft EFSA conclusion. 
Given  the  importance  of  the  Peer  Review  Report,  this  document  is  considered  as  background 
document A to this conclusion. 
It is recommended that this conclusion report and its background documents would not be accepted to 
support any registration outside the EU for which the notifier has not demonstrated to have regulatory 
access to the information on which this conclusion report is based. Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance lenacil 
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THE ACTIVE SUBSTANCE AND THE FORMULATED PRODUCT 
Lenacil is the ISO common name for 3-cyclohexyl-1,5,6,7-tetrahydrocyclopentapyrimidine-2,4(3H)-
dione (IUPAC). 
The representative formulated product for the evaluation was „Venzar 80 WP‟, a wettable powder 
(WP) containing 800 g/kg lenacil, registered under different trade names in Europe.  
The representative uses evaluated comprise foliar spraying to control grass and broad-leaved weeds in 
sugar beet and fodder beet, at growth stages of BBCH 10-31, in all EU countries, at maximum four 
applications,  at  maximum  application  rate  per  treatment  of  0.5  kg  a.s./ha,  with  interval  between 
applications of 1-2 weeks. Full details of the GAP can be found in the list of end points in Appendix 
A. 
CONCLUSIONS OF THE EVALUATION 
The notifier submitted to the Commission by the deadline of 30 June 2012 an aerobic laboratory soil 
incubation (dark incubation 20°C pF 2 (field capacity) soil moisture content), with sampling times 
appropriately selected to maximise the potential for the formation of polar transformation products. 
The chromatographic investigations carried out on samples from this investigation were considered 
appropriate to demonstrate that the chromatographic fraction that had been ascribed as „unidentified 
polar B‟ and „polars‟ in the laboratory soil incubations evaluated in EFSA (2009) and considered 
potentially major transformation products („polar B‟, accounted for up 14.7% applied radioactivity 
(AR)) were very probably multi component in nature being made up of 3 chromatically resolvable 
components, each accounting for a maximum of 4.4% AR. One of these resolved fractions ascribed by 
the  authors  as  „polar  3‟  was  identified  as  2-(carbamoylcarbamoyl)cyclopent-1-en-1-yl  hydrogen 
sulfate, though this assignment was made using just mass spectral evidence (electrospray ionisation 
MS and MS/MS). The provision of this information was therefore considered sufficient to satisfy the 
Commission‟s  confirmatory  data  request  to  confirm  the  identity  and  characterisation  of  soil 
metabolites polar B and polars, as it indicates that individually polar components in relevant aerobic 
soil  incubations  were  <  5%  AR,  which  is  below  the  level  that  triggers  identification  or  further 
assessment for groundwater exposure or effects on non-target organisms. Following the regulatory 
framework in place, the soil metabolites would not trigger further consideration. Appendix A of this 
conclusion includes updated endpoints for aerobic laboratory soil incubations that incorporate the 
results  from  this  additional  incubation.  Though  the  notifier  estimated  DT50  from  the  additional 
incubation provided, the number of sampling points in the study design was too few to comply with 
FOCUS (2006) kinetics guidance, so these values have not been included in Appendix A. Section 6 of 
EFSA  (2009)  has  also  been  updated  consequently  to  the  conclusions  made  from  this  study. This 
updating is presented below. 
To address the second part of the Commission‟s confirmatory data request to confirm the identity and 
characterisation of metabolites M1, M2 and M3 which occurred in lysimeter studies the notifier 
provided  a  position  paper.  EFSA  concludes  that  this  paper  did  not  satisfy  the  Commission‟s 
information  request.    The  position  paper  is  considered  by  EFSA  to  provide  a  reasonable 
characterisation of the lysimeter leachate metabolites. Based on chromatographic information they 
can be characterised as polar, eluting early in reverse phase liquid chromatography (with the 
varying systems used, in the first 10 minutes). EFSA  finds that the notifier‟s statement „it is 
reasonable to conclude that similar polar substances are present in both lysimeter leachate and in 
soil‟  is  very  imprecise  and  is  difficult  to  use  in  a  regulatory  context.  Even  if  it  were  to  be 
acknowledged that the lysimeter leachate polar metabolites M1, M2 and M3, might be the same as 
those seen in soil incubations, only one of the polar soil metabolites has been identified. Of the 
two aspects of the Commission‟s confirmatory data request only that of characterisation has been 
addressed. The three lysimeter leachate metabolites M1, M2 and M3 have not been identified. It is not Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance lenacil 
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possible to assess the relevance of the lysimeter leachate metabolites (considered by the framework as 
surrogates  for  potential  groundwater  metabolites)  according  to  the  European  Commission  (2003) 
groundwater  metabolite  relevance  guidance,  if  they  have  not  been  identified.  With  the  available 
information and following the relevant agreed EU groundwater metabolite relevance guidance, it is not 
possible  to  conclude  with  any  certainty  that  the  three  lysimeter  leachate  resolved  fractions  / 
metabolites M1, M2 and M3 are “non-relevant” as was proposed by the notifier in their position paper. Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance lenacil 
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1.  Overview  of  the  risk  assessment  of  compounds  listed  in  residue  definitions  triggering  assessment  of  effects  data  for  the 
environmental compartments 
1.1  Soil 
Compound 
(name and/or code)  Persistence  Ecotoxicology 
lenacil 
Moderate to medium persistence 
Single first order DT50 11-18 days (20°C, pF2 soil 
moisture) in laboratory experiments 
Single first order DT50 18-88 days in field dissipation 
trials (EU) 
Low risk was identified for earthworms  
IN-KF 313 
Moderate to very high persistence 
Single first order DT50 3-444 days (20°C, pF2 soil 
moisture) 
Low risk was identified for earthworms  
IN-KE 121 
Low to moderate persistence 
Single  first  order  DT50  4-11  days  (20°C,  pF2  soil 
moisture) 
Low risk was identified for earthworms  
 
1.2  Ground water 
Compound 
(name and/or code)  Mobility in soil 
>0.1 μg/L 1m depth for 
the representative uses 
(at least one FOCUS 
scenario or relevant 
lysimeter) 
Pesticidal activity  Toxicological relevance  Ecotoxicological activity 
lenacil  Medium to high mobility 
KFoc 75 to 254 mL/g 
FOCUS: 
No 
0 scenario from 9 (Pearl) 
Lysimeter: 
Not found in the 
lysimeter leachate 
Yes   Yes  Yes Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance lenacil 
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IN-KF 313  Low to high mobility
a 
KFoc 79 to 824 mL/g 
FOCUS: 
Data gap - available 
information is non 
reliable
b 
Lysimeter: 
Not found in the 
lysimeter leachate 
No   Not enough information 
is available  Yes 
IN-KE 121  Very high mobility 
KFoc 30.5 to 43.5 mL/g 
FOCUS: 
No 
0 scenario from 9 (Pearl) 
Lysimeter: 
No information 
No   Not enough information 
is available  Yes 
M1  Data gap - No 
information available 
FOCUS: 
No information  
Lysimeter: 
Yes 
Maximum annual 
average concentration in 
leachate of lysimeter 
(a.s. equivalent) 0.256 
µg/L 
No information is 
available 
No information is 
available 
No information is 
available 
M2  Data gap - No 
information available 
FOCUS: 
No information  
Lysimeter: 
Yes 
Maximum annual 
average concentration in 
leachate of lysimeter 
(a.s. equivalent) 0.519 
µg/L 
No information is 
available 
No information is 
available 
No information is 
available Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance lenacil 
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M3  Data gap - No 
information available 
FOCUS: 
No information  
Lysimeter: 
Yes 
Maximum annual 
average concentration in 
leachate of lysimeter 
(a.s. equivalent) 0.273 
µg/L 
No information is 
available 
No information is 
available 
No information is 
available 
(a):  Determined in a narrow range of acidic soils. Data gap for new data in alkaline soil identified in EFSA (2009).     
(b):  Non reliable information indicated that in geoclimatic regions represented by Piacenza FOCUS groundwater scenario, contamination of groundwater above the 0.1 µg/L limit, 
cannot be excluded (see EFSA (2009)). 
 
1.3  Surface water and sediment 
Compound 
(name and/or code)  Ecotoxicology 
lenacil  Further information is necessary to address the risk for aquatic organisms. 
IN-KF 313  Low risk was identified for the aquatic organisms. 
IN-KE 121  Low risk was identified for the aquatic organisms. 
 
: Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
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2.  List of studies to be generated, still ongoing or available but not peer reviewed 
This is a list of the data gaps identified during the focussed peer review process of confirmatory data. 
Data gaps identified in the previously finalised EFSA Conclusion on this active substance (EFSA, 
2009)  that  were  not  part  of  the  focussed  peer  review  process  of  confirmatory  data  remain  as 
unchanged. 
  Identification and assessment of the relevance of the unidentified transformation products M1, 
M2 and M3 found in the leachates of the lysimeter study was not provided (relevant for all 
representative uses evaluated; date of submission unknown). 
3.  Concerns 
3.1  Issues that could not be finalised 
An  issue  is  listed  as  an  issue  that  could  not  be  finalised  where  there  is  not  enough  information 
available to perform an assessment, even at the lowest tier level, for the representative uses in line 
with the Uniform Principles of Annex VI to Directive 91/414/EEC and where the issue is of such 
importance that it could, when finalised, become a concern (which would also be listed as a critical 
area of concern if it is of relevance to all representative uses). 
1.  Regarding  the  lysimeter  leachate  metabolites  ascribed  as  M1,  M2  and  M3,  the  available 
information from the lysimeter study indicated a potential for leaching to vulnerable shallow 
groundwater,  consequent  to  the  representative  use  assessed,  in  annual  average  recharge 
concentrations above the parametric drinking water limit of 0.1 µg/L that applies to relevant 
metabolites.  Whilst  these  metabolites  remain  unidentified,  an  assessment  of  their  relevance 
according to European Commission (2003) guidance could not be finalised. 
3.2  Critical areas of concern 
An issue is listed as a critical area of concern where there is enough information available to perform 
an assessment for the representative uses in line with the Uniform Principles of Annex VI to Directive 
91/414/EEC,  and  where  this  assessment  does  not  permit  to  conclude  that  for  at  least  one  of  the 
representative uses it may be expected that a plant protection product containing the active substance 
will not have any harmful effect on human or animal health or on groundwater or any unacceptable 
influence on the environment.   
An issue is also listed as a critical area of concern where the assessment at a higher tier level could not 
be finalised due to a lack of information, and where the assessment performed at the lower tier level 
does not permit to conclude that for at least one of the representative uses it may be expected that a 
plant protection product containing the active substance will not have any harmful effect on human or 
animal health or on groundwater or any unacceptable influence on the environment. 
No critical areas of concern were identified. 
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3.3  Overview of the concerns identified for each representative use considered 
Representative use 
Sugar beet 
Fodder beet 
Groundwater 
exposure active 
substance 
Legal 
parametric 
value 
breached 
 
Assessment 
not finalised   
Groundwater 
exposure 
metabolites 
Legal 
parametric 
value 
breached 
 
Parametric 
value of 
10µg/L
(a) 
breached 
 
Assessment 
not finalised  X
1 
Comments/Remarks   
The superscript numbers in this table relate to the numbered point indicated in section 3.1. 
(a):  Value for non-relevant metabolites prescribed in SANCO/221/2000-rev 10-final, European Commission, 2003 
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APPENDICES 
APPENDIX A – LIST  OF  END  POINTS  FOR  THE  ACTIVE  SUBSTANCE  AND  THE  REPRESENTATIVE 
FORMULATION 
Identity, Physical and Chemical Properties, Details of Uses, Further Information  
 
Active substance (ISO Common Name) ‡  Lenacil 
Function (e.g. fungicide)  Herbicide 
 
Rapporteur Member State  Belgium 
Co-rapporteur Member State  none 
 
Identity (Annex IIA, point 1) 
Chemical name (IUPAC) ‡  3-cyclohexyl-1,5,6,7-
tetrahydrocyclopentapyrimidine-2,4(3H)-dione 
Chemical name (CA) ‡  3-cyclohexyl-6,7-dihydro-1H-
cyclopentapyrimidine-2,4(3H,5H)-dione 
CIPAC No  ‡  163 
CAS No  ‡  2164-08-1 
EC No (EINECS or ELINCS) ‡  218-499-0 (EINECS) 
FAO  Specification  (including  year  of 
publication) ‡ 
No FAO specification at time of evaluation 
Minimum  purity  of  the  active  substance  as 
manufactured  ‡ 
975 g/kg 
Identity  of  relevant  impurities  (of 
toxicological,  ecotoxicological  and/or 
environmental concern) in the active substance 
as manufactured 
None 
Molecular formula ‡  C13H18N2O2 
Molecular mass ‡  234.3 g/mol 
Structural formula ‡ 
N
N
H
O
O  
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Summary of representative uses evaluated for lenacil 
Crop and/ 
or situation 
 
 
Member 
State 
or 
Country 
Product 
name 
F 
G 
or 
I 
 
Pests or 
Group of 
pests 
controlled 
 
 
Preparation 
 
Application 
Application rate per 
treatment 
(for explanation see the text  
in front of this section) 
PHI 
(days) 
 
 
Remarks 
 
 
(a) 
     
(b) 
 
(c) 
Type 
 
(d-f) 
Conc. 
of as 
 
(i) 
method 
kind 
 
(f-h) 
growth 
stage & season 
 
(j) 
number 
min/ 
max 
 
(k) 
interval 
between 
applications 
(min) 
kg as/hL  
 
min – 
max 
(l) 
water 
L/ha 
 
min – 
max 
kg as/ha 
 
min – 
max 
(l) 
 
(m) 
 
 
Sugar  beet 
Fodder  beet 
(BEAVX) 
 
Northern 
Europe, 
Southern 
Europe 
 
Venzar 
80 WP 
F  Grass and 
Broad leaf 
weeds 
WP  800 
g/kg 
Medium-
low 
volume 
spraying, 
broadcast 
application 
Post-
emergence  
BBCH 10 
(emergence 
first leaf) –
31 
(beginning of 
crop cover) 
1-4  7-14  0.03125 
- 0.25 
200-
400 
0,125 - 
0,5  
None
* 
Maximum of 0,5 kg 
a.s./ha per season 
 
* A PHI value is not proposed.  The product is applied early in the season according to the crop growth stage.  In practice, there will normally be 90 to 120 days between the final application and harvest 
 
  For  uses  where  the  column  "Remarks"  is  marked  in  grey  further  consideration  is  necessary.  
Uses should be crossed out when the notifier no longer supports this use(s). 
(a)  For crops, the EU and Codex classifications (both) should be taken into account; where relevant, the use 
situation should be described (e.g. fumigation of a structure) 
(b) Outdoor or field use (F), greenhouse application (G) or indoor application (I) 
(c)  e.g. biting and suckling insects, soil born insects, foliar fungi, weeds 
(d) e.g. wettable powder (WP), emulsifiable concentrate (EC), granule (GR) 
(e)  GCPF Codes - GIFAP Technical Monograph No 2, 1989 
(f)  All abbreviations used must be explained 
(g) Method, e.g. high volume spraying, low volume spraying, spreading, dusting, drench 
(h) Kind, e.g. overall, broadcast, aerial spraying, row, individual plant, between the plant- type of equipment 
used must be indicated 
(i)  g/kg or g/L. Normally the rate should be given for the active substance (according to ISO) and not for 
the variant in order to compare the rate for same active substances used in different variants (e.g. 
fluoroxypyr). In certain cases, where only one variant is synthesised, it is more appropriate to give 
the rate for the variant (e.g. benthiavalicarb-isopropyl). 
(j)  Growth stage at last treatment (BBCH Monograph, Growth Stages of Plants, 1997, Blackwell, ISBN 3-
8263-3152-4), including where relevant, information on season at time of application 
(k)  Indicate the minimum and maximum number of application possible under practical conditions of use 
(l)  The values should be given in g or kg whatever gives the more manageable number (e.g. 200 kg/ha 
instead of 200 000 g/ha or 12.5 g/ha instead of 0.0125 kg/ha 
(m)  PHI - minimum pre-harvest interval Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
substance lenacil 
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Route of degradation (aerobic) in soil (Annex IIA, point 7.1.1.1.1) 
Mineralization after 100 days  47.6 to 61.1% after 120 days (reported as volatiles), 
[4,7a-14C2]-lenacil,  (n  =  5)  70.8%  after  66  days 
(n=1) 
Non-extractable residues after 100 days  19.4 to 25.8% after 120 days [4,7a-14C2]-lenacil, 
(n = 5) 17.7% after 66 days (n=1) 
Metabolites  requiring  further  consideration  - 
name  and/or  code,  %  of  applied  (range  and 
maximum) 
IN-KE121–max.9.2 to 13.9% AR at 14 to 30 days 
(n = 4) 
IN-KF313–max.8.5 to 14.7% AR at 7 to 14  days (n 
= 4) 
 
Mobility in soil (Annex IIA, point 7.1.3, Annex IIIA, point 9.1.2) 
 
Lysimeter/  field  leaching 
studies 
Location:  Germany. 
Study type: 2 Lysimeters. 
Soil properties (0 to 30 cm): 
76.4% sand, 20.3% silt, 3.6% clay, pH = 5.6, OC = 1.3% 
Crop: Sugar beet 
Dates of application, numbers of applications: Split application in year 
1, with first application of 200 g a.s./ha on 5 June 1995 (BBCH 12-14) 
and second application of 300 g a.s./ha on 19 June 1995 (BBCH 16-18). 
Duration: Four years 
Average annual rainfall + irrigation (mm): 905, 939, 891 and 1085 mm, 
for the four years of the study  
Average  annual  leachate  volume  (mm):  For  the  duplicate  lysimeters 
used in the test the total leachate values were 177.0/207.8, 350.9/377.4, 
263.7/228.4 and 527.8/526.3 for the four years of the study (average 
value = 332.4). 
Annual average concentrations in leachate:  
Lenacil and the major soil metabolites IN-KF313 and IN-KE121 were 
not  observed  in  any  leachate  during  the  four  years  of  the  study.  
Radioactivity  in  the  leachate  was  composed  of  the  following 
metabolites 
Summary of first monitoring year 
Lysimete
r 1/1 
Mean 
conc  in 
µg/L 
equiv 
a.s. 
M1 
(RT=3.0
8) 
M2 
(RT=3.
52) 
M3 
(RT=8.
16) 
M4 
(RT=9.
46) 
M5 
(RT=14
.08) 
M6 
(RT=4.
28) 
M7 
(RT=11
.56) 
Low 
[µg/L] 
  0.238  0.489  0.273  0.015  0.000  0.021  - 
High 
[µg/L] 
1.19  0.238  0.489  0.273  0.015  0.000  0.021  - 
Lysimete
r 1/2 
Mean 
conc  in 
µg/L 
equiv 
a.s. 
M1 
(RT=3.0
8) 
M2 
(RT=3.
52) 
M3 
(RT=8.
16) 
M4 
(RT=9.
46) 
M5 
(RT=14
.08) 
M6 
(RT=4.
28) 
M7 
(RT=11
.56) 
Low 
[µg/L] 
  0.256  0.519  0.200  0.023  0.010  0.017  0.000 Peer Review of the pesticide risk assessment of confirmatory data submitted for the active 
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High 
[µg/L] 
1.03  0.256  0.519  0.213  0.023  0.010  0.017  0.014 
Summary of second monitoring year 
Lysimeter 
1/1 
Mean conc 
in  µg/L 
equiv a.s. 
M1 (RT=3.08)  M2 
(RT=3.52) 
M3 
(RT=8.16) 
M4 
(RT=9.46) 
low 
[µg/L] 
  0.160 (0.164)
 1 0.080  0.091  0.032 
high 
[µg/L] 
0.46  0.169 (0.173)
 1 0.088  0.104  0.077 
(0.080)
 1 
Lysimeter 
1/2 
Mean conc 
in  µg/L 
equiv a.s. 
M1 (RT=3.08)  M2 
(RT=3.52) 
M3 
(RT=8.16) 
M4 
(RT=9.46) 
low 
[µg/L] 
  0.106  0.082  0.033  0.035 
high 
[µg/L] 
0.38  0.128  (0.131) 
1 
0.086  0.058  0.063 
 
The mean concentrations of total AR in the leachate were 0.12-0.13 µg  
a.s. equivalent/L in 3
rd year and 0.05 µg a.s. equivalent in 4
th year 
Radioactivity in soil monoliths at study termination 
Amount of radioactivity in the soils at the end of the study = Total 
radioactivity in soil for the duplicate lysimeters was 13.2 and 11.8% AR 
which  was  present  almost  exclusively  as  a  non-extractable  bound 
residue.  No analysis of extracts was performed as a result. 
 
Residues requiring further assessment  
Environmental  occurring  residues  requiring 
further  assessment  by  other  disciplines 
(toxicology  and  ecotoxicology)  and  or 
requiring  consideration  for  groundwater 
exposure. 
Soil:  lenacil, IN-KF 313, IN-KE 121,  
Surface Water:  lenacil, IN-KF 313, IN-KE 121,  
Sediment:  lenacil, IN-KE121 and IN-KF313 
Ground water:  lenacil, IN-KF 313, IN-KE 121, 
   M1, M2, M3 
Air:  lenacil 
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APPENDIX B – USED COMPOUND CODE(S) 
Code/Trivial name  Chemical name  Structural formula 
IN-KF 313  3-cyclohexyl-6,7-dihydro-1H-
cyclopenta[d]pyrimidine-
2,4,5(3H)-trione 
 
N
N
H
O
O
O
 
IN-KE 121  3-(4-oxocyclohexyl)-6,7-
dihydro-1H-
cyclopenta[d]pyrimidine-
2,4(3H,5H)-dione 
 
N
N
H
O
O
O 
Polar 3  2-
(carbamoylcarbamoyl)cyclopent-
1-en-1-yl hydrogen sulfate 
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ABBREVIATIONS 
°C  degree Celsius (centigrade) 
µg  microgram 
a.s.  active substance 
AR  applied radioactivity 
CIPAC  Collaborative International Pesticides Analytical Council Limited 
DT50  period required for 50 percent disappearance (define method of estimation) 
EFSA  European Food Safety Authority 
EINECS  European Inventory of Existing Commercial Chemical Substances 
ELINCS  European List of New Chemical Substances 
FAO  Food and Agriculture Organisation of the United Nations 
FOCUS  Forum for the Co-ordination of Pesticide Fate Models and their Use 
g  gram 
GAP  good agricultural practice 
h  hour(s) 
ha  hectare 
hL  hectolitre 
ISO  International Organisation for Standardisation 
IUPAC  International Union of Pure and Applied Chemistry 
kg  kilogram 
KFoc  Freundlich organic carbon adsorption coefficient 
L  litre 
mg  milligram 
mL  millilitre 
mm  millimetre 
OC  organic carbon 
pH  pH-value 
PHI  pre-harvest interval 
RMS  rapporteur Member State 
WP  wettable powder 
 